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This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 
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of 
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This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
SnTe^d Sd are thesis for this report and/or sheets containing rectifications made before thus Authority, 
(see Rule 70.16 and Section 607 ophe Adininistrauve Instructions under the PCT). 

These annexes consist of a total of sheets. 
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II Q Priority 
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IV Lack of unity of invention 

V [lei Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability 
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I. Basis of the rep rt 



1. With regard to the elements of the international application:* 
the international application as originally filed 

Sthe description: . . 

j .27 - , as originally tiled 

pageS NONE~ " ~~IIZ^ZZ^ZZZ____^ ' filed wiln the demand 



pages 

pages NONE , filed with the letter of 



H ^ ll aimS: 28 , 33 _ . as originally filed 

Pag " N one , as amended (together with any statement) under Article 19 

pag VTrtVTC ' . filed with the demand 



pages NONE 

pages NONE , filed with the letter of 



E thC dr8WingS: _u , as originally filed 

page's NONE ^ed with the demand 
pages NONE , filed with the letter of _ 

|~xl the sequence listing part of the description: 

L±J n NONE • as on 8 inallv filed 

pageS r^T= " . filed with the demand 

pages NONE — 

pages NONE , filed with the letter of _ . 

2 With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international appUcation was filed, unless otherwise indicated under this item. which is- 
The£ dements were available or furnished to this Authority in the following language whicn 

□ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
[~~| the language of publication of the international application (under Rule 48.3(b)). 

□ the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 and/ 
or 55.3). 

3 With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

I 1 contained in the international application in printed form. 

Q filed together with the international application in computer readable form. 

[ | furnished subsequently to this Authority in written form. 

r~j furnished subsequently to this Authority in computer readable form. 

F-l The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
I I international application as filed has been furnished. 

1—1 The statement that the information recorded in computer readable form is identical to the writen sequence listing has 

' — I been furnished. 

4 H The amendments have resulted in the cancellation of: 

Fvl NONE 

L_2i the description, pages — 

QD the claims, Nos. NQNE 

fx] the drawings, sheets/ftg NQNE 



5 . I - ! This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)) *• 

*Mnv replacement sheet containing such amend m ents must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. statement 

Novelty (N) 



Claims 1-14.18-22. 26, 35-37,41-47 



Claims 15-17. 23-25, 27-34, 38-40 



Inventive Step (IS) 



Industrial Applicability (IA) 



Claims 41-47 



Claims 1-40 



Claims 1-4? 



Claims NONE 



YES 
NO 

YES 
NO 



YES 
NO 



citations and explanations (Rule 70.7) 
Claims 15-17 23-25 27-34, and 38-40 lack novelty under PCT Article 33(2) as being anticipated by Stavrianopoulos et al. 
4 994 373 * Regarding claims 15-17, 23-25, 28-34 and 38-40. Stavrianopoulos et al. teach a method of detecting a target 
analyte in a test sample, the method comprising: contacting a sample with a solid support which comprises a capture reagent 
that binds to the target analyte, wherein the solid support is coated with a non-stick coating material prior to contacting the 
sample; contacting the solid support with a signal reagent which binds to the target analyte; and determining whether the samp e 
contains the target analyte by detecting the presence of signal reagent immobilized on the solid support (col 8 lines 10-56 . 
The reference also teach wherein the non-stick coating is a silanizing agent consisting silane (col. 8, lines 23-z/). 
Stavrianopoulos et ah teach wherein the method comprises several washing steps and wherein the solid support is glass. The 
reference also teaches wherein the capture reagent covalently attached to the solid support (col. 7, lines 37-4 3) comprise a tag, 
wherein the tag is biotin and the tag binder is avidin or streptavidin or an antibody that binds to biotin (col. 10, lines 25-52). 
The reference teaches wherein the target analyte comprise a polynucleotide and the capture reagent comprise an oligonucleotide 
which hybridizes to the polynucleotide wherein the polynucleotide is DNA (col. 7, lines 41-45). The reference a so teaches 
wherein the signal reagent comprises a detectable label attached to an antibody which specifically binds to double stranded 
nucleic acid (col. 10, lines 35-52). Therefore the claimed invention of claims 15-17, 23-25, 27-34 and 38-40 are anticipated 
by the reference of Stavrianopoulos et al. 



Claims 1-14 18-22 26 and 37 lack an inventive step under PCT Article 33(3) as being obvious over Schnipelsky et al. 
5,229,297, * in view of Douglas 5,556,748 S and Stavrianopoulos et al. 4,994,373, (Continued on Supplemental Sheet.) 
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CLASSIFICATION: 

The International Patent Classification (IPC) and/or the National classification are as listed below: 
IPC(7): C12Q 1/68. G01N 33/53, C12P 19/34, C12N 5/00, G01N 33/566 and US CI.: 435/6, 435/7. L 435/7.5, 435/91.2, 
435/402, 436/501, 935/77, 935/78 



V. 2. REASONED STATEMENTS - CITATIONS AND EXPLANATIONS (Continued): 

as applied to claims 15-17, 23-25, 27-34 and 38-40 above and further in view of Ness et al. (Nucleic Acids Research,. 
Regarding claims 1-14, 18-22, 26 and 37, Schnipelsky et al. teach method of reducing cross-contamination of an assay reagent 
solution, the method comprising contacting a solid support with a first reagent solution, removing the solid support from 
contact with the first reagent, contacting the solid support with a second reagent, removing the solid support and contacting the 
solid support with one or more intermediate reagents solution, wherein the intermediate solution is a wash solution (col. 10, 
lines 13-46). The reference further teaches wherein the solid support is a glass bead (col. 12, lines 39-43). Schnipelsky et al. 
further teach wherein the reagents are placed into containers (cuvettes) (col. 9, lines 63-66). Schnipelsky et al. also teach 
wherein the solid support comprise a captured reagent which is able to specifically bind to target analyte and a substrate which 
produces a detectable product when contact with an enzyme (col. 10, lines 19-30 and col. 12. lines 39-43). The method of 
Schnipelsky et al. differ from that of the claimed invention in that Schnipelsky et al. do not teach wherein the solid support is 
coated with a non-stick material, wherein the non-stick coating material is selected from the group consisting of silane, 
dimethylchlorosilane and Gel-Slick, prior to contacting the solid support with a first reagent. The reference also does not 
teach wherein a denaturant such as a chaotropic agent or a detergent is utilized as the first reagent. Douglas teaches a method 
of detecting a target analyte wherein the solid support is coated with a non-stick material consisting of silane ,a capture probe 
covalently attached on the support and a substrate which produces a detectable product when contacted with an enzyme linked 
to a signal reagent (col. 2, lines 23-37). Douglas also discloses wherein the solid support consist of wells (col. 2, line 29-30). 
Stavrianopoulos et al. also teach a method of detecting a target analyte in a sample, comprising pretreating a solid support with 
a non-stick material consisting of silane (col. 8, Example 1). The method of Douglas and Stavrianopoulos et al. differ from 
that of the claimed invention in that references do not teach wherein the method comprise a first reagent comprising a 
denaturant selected from the group consisting of a chaotropic agent or a detergent. Ness et al. teach a method of detecting an 
analyte in a sample comprising contacting the sample with a denaturant consisting of a chaotropic agent, sodium 
thiocyanate(page 5144, col. 1, lines 4-5, see also Abstract). It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the teaching of Schnipelsky et al. with the teachings of Douglas and Ness because 
the skilled artisan would have been motivated to utilized a chaotropic agent as a first reagent with a reasonable expectation of 
success to lyse the cells or organism of interest, inhibit nucleases and proteases and provide adequate binding stringency 
without chemically altering the target analyte as taught by Ness et al. (page 5143, col. 1, second paragraph). The skilled 
artisan would have been motivated to coated the solid support with a non-stick material such as silane for the obvious benefit 
of preventing cross-contaminants from binding to the solid support, thus reducing cross-contamination. 

Claims 35 and 36 lack an inventive step under PCT Article 33(3) as being obvious Stavrianopoulos et al. as applied to claims 
1-34 and 37-40 above. Regarding claims 35 and 36, Stavrianopoulos et al. teach a method of detecting a target analyte in a 
test sample, the method comprising: contacting a sample with a solid support which comprises a capture reagent that binds to 
the target analyte, wherein the solid support is coated with a non-stick coating material prior to contacting the sample; 
contacting the solid support with a signal reagent which binds to the target analyte;. and determining whether the sample 
contains the target analyte by detecting the presence of signal reagent immobilized on the solid support wherein the target 
analyte is a polynucleotide^. 8, lines 10-56). The reference does not expressly teach wherein the polynucleotide is 
amplified prior to contacting the sample with the capture reagent. However, it is well known in the art that method of 
amplification are routinely use to increase the sample size prior to analysis. Therefore, it would have been obvious to one of 
ordinary skill in the art to amplify the polynucleotide sample prior to contacting with the capture reagent for the obvious 
benefit of increasing the amount of starting material for analysis. 



NEW CITATIONS 

US 5,229,297 A (SCHNIPELSKY et al) 20 JULY 1993, see entire reference. 



NESS et al. The Use of Oligodeoxynucleotide Probes in Chaotrope-based Hybridization Solution. Nucleic Acids Research. 
December 1991, Vol. 19, No. 19, pages 5143-5151, see entire reference. 
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According to International Patent Classification (IPC) or to both national classification and IPC 

R FIELDS SEARCHED 
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Y 
Y 



A,P 



US 5,556,748 (DOUGLAS) 17 September 1996, se entire reference. 

US 4,018,734 (DUMOULIN) 19 April 1977, column 7, lines 6-18. 
see also "abstract". 

US 4,994,373 (STAVRIANOPOULOS et al.) 19 February 1991, 
See entire reference. 

FALIPOU, S. etal. New use of cyanosilane coupling agent for 
direct binding of antibodies to Silica supports. Physicochemical 
characterization of molecularly bioengineered layers. Bioconjugate 
Chemistry. March 1999, Vol. 10, no. 3, see pages 346-353. 
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1-47 

1-47 
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